Strategies for viral removal and inactivation.
This paper provides an overview of the fundamentals of viral inactivation and clearance studies required for mammalian cell culture-derived biotechnological products. Strategies and considerations for evaluating the potential of purification processes to inactivate or remove adventitious or endogenous viruses are also discussed. The principles are illustrated by presenting data derived from the evaluation of clinical manufacturing processes for recombinant human interferon-beta and recombinant soluble CD4.